
CENTER FOR DRUG EVALUATION AND RESEARCH

Approval Package for:

Application Number:     021042 and 021052                             
                     

Trade Name:VIOXX TABLETS 12.5 MG and 25 MG,
VIOXX ORAL SUSPENSION 12.5 MG/mL and 25MG/mL   
                        

Generic Name: ROFECOXIB TABLETS AND ORAL
SUSPENSION                        

Sponsor: MERCK RESEARCH LABORATORIES               
           

Approval Date: 05/20/99

INDICATION(s): FOR RELIEF OF SIGNS AND
SYMPTOMS OF OSTEOARTHRITIS, THE
MANAGEMENT OF ACUTE PAIN, AND THE
TREATMENT OF PRIMARY DYSMENORRHEA.
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